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ICATM
 

Four country representatives signed the international agreement to reduce animal use in 

toxicity testing. Shown left to right are Linda Birnbaum, David Blakey, Elke Anklam, and 

Hajime Kojima representing Masahiro Nishijima of Japan. Standing are Marilyn Wind, 

Michelle Limoli of FDA, and William Stokes. (Photo courtesy of NIH) 

Birnbaum signed as the U.S. representative on behalf of the NTP Interagency 
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Correlation with OECD test guideline
 

New accepted TG for a Stably Transfected Transcriptional 
Activation (STTA) Assay for the detection of estrogenic activity 
of chemicals (April, 2009) 

Project 4.34: EDTA Activity - New TG for a stably Transfected 
Transcriptional Activation (STTA) Assay for the detection of 
anti-estrogenic activity of chemicals 

Project 4.36: New TG: Comet Assay in Genotoxicity Testing 

Project 4.26: Cell Transformation Assay using Balb/c 3T3 cell line 

Project 4.35: New TG for an In Vitro Skin Irritation Assay (LabCyte 
model) 

TG 429: Skin Sensitisation for a Non-Radioisotope version of the 
Local Lymph Node Assay 
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Accepted methods by the JaCVAM
 
regulatory acceptance board
 

•	 The Bovine Corneal Opacity and Permeability 
(BCOP) Test Method for Identifying Ocular 
Corrosives and Severe Irritants (Accepted on 
April 13, 2009) 

•	 The Isolated Chicken Eye (ICE) for Identifying 
Ocular Corrosives and Severe Irritants 
(Accepted on April 13, 2009) 

•	 Battery system to predict phototoxicity: Yeast 
growth Inhibition phototoxicity assay and Red 
blood cell photohemolysis assay �(Accepted on 
June 1, 2009) 
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Pending methods by the JaCVAM regulatory
 
acceptance board 

• LLNA�BrdU-ELISA 

•	 In vitro skin irritation testing EPISKIN 
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On-going of the JaCVAM peer review
 

• Immunotoxicity     	��� rLLNA (ICCVAM&ECVAM)
 
• Skin irritation         	���EpiDerm, Skin Ethics 

�(ECVAM) 

���LabCyte (Japanese) 

• Eye irritation        ���  Cytotoxicity (Japanese) 

�����������������Cell function assay

 (ECVAM

�unsolicited) 

•	 Pyrogenecity         ���Five in vitro assays 

���� (ICCVAM& ECVAM) 

• Acute toxicity testing  3T3/NRU(ICCVAM) 
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On-going of Validation study
 

• h-CLAT assay (ECVAM/JaCVAM) 

•	 In vivo/in vitro Comet assay 

(ICCVAM/ECVAM/JaCVAM) 

• STTA antagonist assay�(ECVAM/JaCVAM)
 

• Lumi-cell assay 

(ICCVAM/ECVAM/JaCVAM) 

• Bhras cell transformation assay
 
(ICCVAM/ECVAM/JaCVAM)
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Revised protocol of In vivo comet assay
 The standard protocol ver.13 should be revised so as 

to conform with the ICH and EFPIA initiative, i.e. the 
collaborative study of comet assay that would 
incorporate it into the repeat-dose general toxicity 
study in order to comply with the 3Rs principles 
(reduction, refinement, and replacement of animals 
used in experiments and education). Such a revision
 
would involve 3 treatments (0, 24, and 45 h) before 
sacrificing the animals at 48 h after the first treatment
 
instead of 2 treatments as described in the protocol 
ver. 13. This protocol, once revised, can be then used
 
for the combination/integration study comprised of the
 
micronucleus assay and the comet assay. 
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WC7 oral presentation
 
•	 August 31, Lunch session 13.50-14.50 

Good Cell Culture practices 

•	 August 31, 14:50-17:20 

Current and evolving concepts for the validation of 
safety assessment method 

•	 September 1, 10.00-11.00 Status Report on
 ICATM 

•	 September 1, Lunch session 13.40- 14.40 

Recent progress and future directions in the 
validation and regulatory acceptance of alternative 
test methods that reduce, refine and replace animal 
use 

•	 September 1, 14:45-17:15 

Cosmetics 
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WC7 poster presentation
 

ID203��ADEQUATE CONDITIONS FOR PERFORMANCE OF COMET 
ASSAY USING 3-DIMENSIONAL HUMAN EPIDERMAL MODEL� 

ID204 ��IN VIVO COMET ASSAY: UPDATE ON THE ON-GOING 
INTERNATIONAL VALIDATION STUDY� 

ID205���JACVAM STATEMENT ON NEW ALTERNATIVE TO ANIMAL 
TESTING� 

ID206���REVIEW OF AN ALTERNATIVE TO ANIMAL TESTING FOR 
SAFETY EVALUATION OF COSMETIC INGREDIENTS USING QUASI-
DRUG� 

ID 207���VALIDATION OF LABCYTE EPI-MODEL24, AN IN VITRO ASSAY 
FOR DETECTING SKIN IRRITANTS*� 

ID423���INTERNATIONAL VALIDATION STUDY OF THE IN VITRO 
ALKALINE COMET ASSAY� 

ID424���CELL SURFACE MARKER OF CORNEAL EPITHELIUM STEM 
CELLS AND CULTURE� 

ID?? �� International validation study of ERa STTA antagonist assay 
using HeLa9930� 
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Thank you for your attention
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